Lahive 



COCKFIELD 

LLP 

Counsellors At Law 
28 State Street 
Boston, Massachusetts 021 09- 1784 

Telephone (617) 227-7400 
FAX (617)742-4214 
lc@Iahive.com 



Commissioner for Patent: 
Washington, D.C. 20231 




JOHN A. LAHIVE. JR. (1928-1997) 
THOMAS V. SMURZYNSKJ 
RALPH A. LOREN 
GIUUO A. OeCONTt. JR. 
ANN LAMPORT HAMMITTE 
ELIZABETH A. HAN LEY 
AMY BAKER MANDRAGOURAS 
ANTHONY A. LAURENTANO 
KEVIN J. CANNING 
JANE E. REMILLARD 
DeANN FORAN SMITH 
PETER C. LAURO 
JEANNE M. DK3IORGIO 
DEBRA J. MILASJNCIC. Ph.D. 
DAVID J. RIKKERS 
DAVID R. BURNS 
S. CURRAN 
D. DETWEILER 



CYNTHIA L. KANIK, Ph.D. 
MEGAN E. WILLIAMS. Ph.D. 
RICHA NAND 
MICHAEL PHILUPPS * 
USA M. DiROCCO 
HATHAWAY P. RUSSELL *~ 

SENIOR COUNSEL 

JAMES E. COCKFIELD 

OF COUNSEL 

JEREMIAH LYNCH 
WILLIAM A. SCOFIELD, JR. 

PATENT AGENTS 

THEODORE R. WEST 
SHAYNE Y. HUFF, Ph.D. 
DANIEL B. KO 



December 17, 2001 



Re: U.S. Patent Application No.: 09/825,533 

SYSTEM FOR CLINICAL TRIAL SUBJECT COMPLIANCE 
Inventors: Michael R. Hufford et al. 
Filed: April 2, 2001 

OurRef.No.: IVQ-002 



Dear Sir: 



TECHNICAL SPECIALISTS 
MARIA LACCOTRIPE ZACHARAKIS. Ph.D." 
CYNTHIA M. SOROOS 
PETER W. DINI. Ph.D. 
EUtHOON LEE 
JENNIFER K. ROSENFIELD 
ALLAN TAMESHTIT. Ph.D. 
CATHERINE E. McPHERSON 
ERIC F. WAGNER, Ph.D. 
SHAHID HASAN. Ph.D. 
JACOB G. WEINTRAUB 
PETER A. DiMATTIA 
JONATHAN M. SPARKS. Ph.D. 
CRISTIN E. HOWLEY. Ph.D. 
VINCENT P. LOCC1SANO 
MERIDETH C. ARNOLD 

* Admitted in NY only 

** Passed the Patent Bar Examination 

*" Admitted in TX only 



rrr 




I enclose herewith for filing in the above-identified application the following: 

1 . Information Disclosure Statement; 

2. PTOForm 1449; 

3. Copies of references cited in PTO Form 1449; and 

4. A Return Postcard. 



No additional costs are believed to be due in connection with the filing of this 
Information Disclosure Statement. However, please charge any necessary fees in connection 
with the enclosed statement to our Deposit Order Account No. 12-0080. For this purpose, a 
duplicate of this sheet is attached. 



1 hereby certify that this correspondence is deposited with the 
United States Postal Service as first class mail in an envelope 
addressed to: Commissioner for Patents, Washington, D.C. 
20231 on: 

December 17, 2001 



Date 




David J. Rikkers, Reg. No. 43,882 



Respectfully submitted, 
LAHIVE & COCKFIELD, LLP 




David J. Rikkers 
Registration No. 43,882 
Attorney for Applicants 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re the application of: Michael 

Serial No.: 09/825,533 

Filed: April 2, 2001 

For: SYSTEM FOR CLINICAL 
COMPLIANCE 

Attorney Docket No.: IVQ-002 




al. 



ECT 



Group Art Unit: 2171 
Examiner: 




'o 0 



Commissioner for Patents 
Washington, D.C. 20231 



Certificate of First Class Mailing (37 CFR 81.8(a)) 
I hereby certify that this correspondence is being deposited with the United States Postal 
Service as first class mail in an envelope addressed to: Commissioner for Patents, Washington, 
D.C. 20231 on the date set forth below. 



December 17, 2001 



Date of Signature and of Mail Deposit 



By: 




David J. Rikkers 
Registration No. 43,882 
Attorney for Applicants 



INFORMATION DISCLOSURE STATEMENT 



Dear Sir: 



Applicants and their Attorney are aware of the following publications and 
information, listed on the attached PTO Form 1449, and in accordance with 37 CFR §1 .97 
hereby submit these publications for the Examiner's consideration. A copy of each cited 
publication is enclosed. 



Serial Number: 09/825,533 



Page -2- 



Group Art Unit: 2171 



This statement is not to be interpreted as a representation that the cited 



publications are material, that an exhaustive search has been conducted, or that no other 
relevant information exists. Nor shall the citation of any publication herein be construed per se 
as a representation that such publication is prior art. Moreover, Applicants understand that the 
Examiner will make an independent evaluation of the cited publications. 



Under 37 CFR § 1.97(b)(3), no additional costs are believed to be due in 



connection with the filing of this disclosure. If, however, a first Office Action on the merits 
issues in this application bearing a mailing date prior to the date of this Information Disclosure 
Statement , please charge the appropriate fee as required under 37 CFR §1.17(p) to our Deposit 
Order Account No. 12-0080. 



28 State Street 
Boston, MA 02109 
(617) 227-7400 

Date: December 17, 2001 

KJC/DJR/ham 
Enclosures 



Respectfully submitted, 
LAHIVE & COCKFIELD, LLP 




David J. Rikkers 
Registration No. 43,882 
Attorney for Applicants 



Sheet 1 of 5 



applicant Facsimile of form pto-1449 

REV 7-80 



U.S. DEPARTMENT OF 
COMMERCE 

PATENT AND TRADEMARK OFFICE 



LIST OF PUBLICArfoWcrr^S^BY APPLICANT 
(Use seyeral sheets if neeepsary) 



JAN 0 8 20C g 



ATTY DOCKET NO 


SERIAL NO. 


i\/o_/ino 
IvvJ-UUz 




APPLICANT 




Michael R. Hufford et al. 




FIUNG DATE 


GROUP 


April 2. 2001 


2171 



,4t 



.S. PATENT DOCUMENTS 



EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 
IF APPROPRIATE 




A1 


Des. 247,251 


02/78 


Napoli 


D24 


17 







A2 


4,262,632 


04/81 


Hanton et al. 


119 


1 






A3 


4,343,375 


10/82 


Colburn et al. 


128 


782 f t 






A4 


4,367,752 


01/83 


Jimenez et al. 


128 


689 N 


% % 




A5 


4,543,955 


10/85 


Schroeppel 


128 


635 






A6 


4,566,461 


01/86 


Lubell et al. 


128 


668 






A7 


4,592,018 


05/86 


Wiegman 


365 


63 






A8 


4,686,624 


08/87 


Blum et al. 


364 


415 


^ 




A9 


4,803,625 


02/89 


Fu et al. 


364 


413.03 






A10 


4,844,076 


07/89 


Lesho et al. 


128 


631 v 






A11 


4,883,063 


11/89 


Bernard et al. 


128 


670 






A12 


4,909,260 


03/90 


Salem et al. 


128 


721 






A13 


4,966,154 


10/90 


Cooper et al. 


128 


671 






AH 


4,974,601 


12/90 


Tranjan et al. 


128 


696 






A15 


4,975,842 


12/90 


Darrow et al. 


364 


413.02 






A16 


4,987,897 


01/91 


Funke 


128 


419 PG 






A17 


5,002,064 


03/91 


Allain et al. 


128 


710 






A18 


5,063,937 


11/91 


Ezenwa et al. 


128 


723 






A19 


5,078,134 


01/92 


Heilman et al. 


128 


421 






A20 


5,111,818 


05/92 


Suzuki et al. 


128 


644 





FOREIGN PATENT DOCUMENTS 







DOCUMENT NUMBER 


DATE 


Country 


CLASS 


SUBCLASS 


Translation 
Yes no 




A21 


WO 88/02237 A1 


04/88 


PCT 










^/ 


A22 


EP 299667 A1 


01/89 


EPO 










/' 


A23 


WO 89/0511 6 A1 


06/89 


PCT 










y ' 


A24 


FR 2686497 A1 


07/93 


France 






Abstr. 




A 


A25 


WO 94/01 049 A1 


01/94 


PCT 










S 


A26 


WO 94/1 31 98 A1 


06/94 


PCT 












'A27 


WO 94/24929 A1 


11/94 


PCT 











OTHERS (including Author, Title, Date, Pertinent Pages, Etc.) 





A28 




Bradburn, NM, et al. "Answering Autobiographical Questions: The Impact of Memory and 
Inference on Surveys" Science 10 Apr 1 987;236:1 57-1 61 


Examiner 


| Date Considered 


EXAMINER: 


Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation 
if not in conformance and not considered. Include copy of this form with next communication to applicant. 



Sheet 2 of 5 



applicant Facsimile of form pto-1449 u.s. department of 

commerce 

" rev 7-30 PATENT AND TRADEMARK OFFICE 

LIST OF PUBLICATIONS CITED BY APPLICANT 
(Use several sheets if necessary) 


ATTY DOCKET NO 

IVQ-002 


SERIAL NO. 

09/825,533 


APPLICANT 

Michael R. Hufford et al. 


FILING DATE 

April 2, 2001 


GROUP 

2171 «\ 



U.S 





01 

Dl 


5,1 13,859 


05/92 


Funke /h\ r £\ 


A OQ 


A A Q DO 








5,128,552 


07/92 


Fang et al. f 0^ 


our 


oo 






DO 


5,131,390 


07/92 


Sakaguchi et al. j^H u 0 tuc u i 




coo 






DA 


5,137,345 


08/92 


Waldorf et al. 


obi 


one 
zUb 







bo 


5,181,519 


01/93 


Bible ^^adO^ 










DO 


5,197,489 


03/93 


Conlan 


A OQ 

12o 


*7QO 

7oZ 






B7 


5,199,439 


04/93 


Zimmerman et al. 


A OO 

128 


670 






B8 


5,213,106 


05/93 


Lerner 


A OO 

128 


696 






B9 


5,213,555 


05/93 


Hood et al. 


482 


57 






B10 


5,218,969 


06/93 


Bredesen et al. 


128 


710 






B11 


5,222,503 


06/93 


Ives et el. 


128 


731 






B12 


5,226,424 


07/93 


Bible 


128 


696 






B13 


5,226,539 


07/93 


Cheng 


206 


534 






B14 


5,228,450 


07/93 


Sellers 


128 


711 






B15 


5,253,654 


10/93 


Thomas et al. 


128 


779 






B16 


5,261,412 


11/93 


Butterfield et al. 


128 


672 






B17 


5,271,405 


12/93 


Boyeretal. 


128 


672 






D lO 


o,z/o, Toy 


fM IQA 


oneoei 


IZO 


ooo 






B19 


5,280,429 


01/94 


Withers 


364 


413.15 






B20 


5,289,824 


03/94 


Mills et al. 


128 


696 






B21 


5,307,263 


04/94 


Brown 


364 


413.09 






B22 


5,447,164 


09/95 


Shaya et al. 


128 


710 






B23 


5,454,376 


10/95 


Stephens et al. 


128 


721 






B24 


5,672,154 


09/97 


Sillen et al. 


604 


50 






B25 


5,778,882 


07/98 


Raymond et al. 


128 


700 






B26 


6,095,985 


08/00 


Raymond et al. 


600 


513 





OTHERS (including Author, Title, Date, Pertinent Pages, Etc.) 



J 


B27 




Collins RL, et al. "Ecological momentary assessment in a behavioral drinking moderation training 
program" Exp. Clin. Psychopharmacol. 1998 Aug;6(3):306-15 




B28 




Cramer, JA et al. "How often is medication taken as prescribed?" JAMA 1989;261 :3273-3277 


/, 


B29 




Eich, E, et al. "Memory for Pain: Relation between Past and Present Pain Intensity" Pain 
1985;23:375-379 


/ - 


B30 




Friedman, WJ "Memory for the Time of Past Events" Psychological Bulletin 1993;1 13(1 ):44-66 


Examiner 


Date Considered 


EXAMINER: 


Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation 
if not in conformance and not considered. Include copy of this form with next communication to applicant. 



Sheet 3 of 5* 



APPLICANT FACSIMILE OF FORM PTO-1449 
'REV 7-30 



U.S. DEPARTMENT OF 
COMMERCE 

PATENT AND TRADEMARK OFFICE 



^TIONS CITED BY APPLICANT 
(Use several sheets if necessary) 



ATTY DOCKET NO 



IVQ-002 



APPLICANT 

Michael R. Hufford et al. 



FILING DATE 

April 2. 2001 



GROUP 

2171 



_55 



jTHERS (including Author, Title, Date, Pertinent Pages, Etc.) 





C1 




Gorin AA, et al. "Recall Biases and Cognitive Errors in Retrospective Self-Reports: A Call for 
Momentary Assessments" Handbook of Heath Psychology. Lawrence Erlbaum Assoc.:Mahwah t 
NJ.2001;pp. 405-413 




C2 




Greeno CG, et al. "Binge antecedents in obese women with and without binge eating disorder" 
J. Consult Clin. Psychol. 2000 Feb;68(1):95-102 


/ 


C3 




Hyland, ME, et al. "Diary keeping in asthma: comparison of written and electronic methods" 
BM J 20 Feb 1993;306(6876):487-489 


/ 


C4 




Karmack TW, et al. "The effects of psychosocial influences on ambulatory blood pressure: 
contrasting different measurement and data analytic strategies" 37 th Annual Meeting of the 
Society for Psychophysical Research, North Falmouth, Massachusetts, USA, October 15-19, 
1 997. Psychophysiology 1 997;34 (Suppl. 1 ):S6-S7 




C5 




Kamarck TW, et al. "Effects of task strain, social conflict, and emotional activation on ambulatory 
cardiovascular activity: daily life consequences of recurring stress in a multiethnic adult sample" 
Health Psychol. 1998 Jan;1 7(1 ):1 7-29 


/ 


C6 




Kamarck TW, et al. "Emotional Support Modrates The Acute Pressor Effects Of Stress During 
Daily Life" Abstracts of Papers for 1999 Annual Meeting: Paper Session: Cardiovascular 
Activity in Relation to Stress Psychology and Neurobiology. Psychosomatic Medicine 
1999;6(1):1 12 (abstract) 




C7 




Kamarck TW, et al. "The Diary of Ambulatory Behavioral States: A new Approach to the 
Assessment of Psychosocial Influences on Ambulatory Cardiovascular Activity" Technology and 
Methods in Behavioral Medicine (D.S. Krantz and A. Baum, eds.) Lawrence Erlbaum 
Associates: Mahwah, NJ. 1998; Chapter 9:163-193 


/ 


C8 




O'Connell KA, et al. "Overcoming the Urge to Smoke: The Strategies of Long-Term Abstainers 
and Late Relapsers" Psychology of Addictive Behavior 1 991 ;5(1 ):1 -8 




C9 




O'Connell KA, et al. "Coping in real time: using Ecological Momentary Assessment techniques 
to assess coping with the urge to smoke" Res. Nurs. Health. 1998 Dec;21(6):487-97 




C10 




O'Connell KA, et al. "Symptom beliefs and actual blood glucose in type II diabetes" Res. Nurs. 
Health. 1990 Jun;13(3):145-51 


/ 


C11 




O'Connell KA, et al. "Reversal theory and smoking: a state-based approach to ex-smokers' 
highly tempting situations" J. Consult. Clin. Psychol. 1990 Aug;58(4):489-94 




C12 




O'Connell KA "Why rational people do irrational things. The theory of psychological reversals" J. 
Psychosoc. Nurs. Ment Health Serv. 1991 Jan;29(1):11-4 


/ 


C13 




Paty, J, et al. "The importance of assessing base rates for clinical studes: an example of 
stimulus control of smoking" The Experience of Psychopathology: Investigating Mental 
Disorders in their Natural Settings (DeVries, Marten W. ed.) Cambridge: Cambridge University 
Press. 1992; pp. 347-352 


/ 


C14 




Penner, LA, et al. "Individual Differences in Intraperson Variability in Mood" Journal of 
Personality and Social Psychology 1994;6694):71 2-721 


/ 


C15 




Potocky M, et al. "State-outcome consistency in smoking relapse crises: a reversal theory 
approach" J. Consult Clin. Psychol. 1991 Apr;59(2):351-3 


/ 

f 


C16 




Raynor, DA et al. "The effects of social influence on cardiovascular responsiveness in the 
natural environment" 37 th Annual Meeting of the Society for Psychophysical Research, N. 
Falmouth, Massachusetts, USA, Oct. 15-19, 1997. Psychophysiology 1997;34 (Suppl. 1):S73 


( 


C17 




Ross, M "Relation of Implicit Theories to the Construction of Personal Histories" Psychological 
Review 1989;96(2):341-357 


Examiner 


Date Considered 


EXAMINER: 


Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation 
if not in conformance and not considered. Include copy of this form with next communication to applicant. 



Sheet 4 of 5 



applicant Facsimile of form pto-1449 

*REV 7-80 



U.S. DEPARTMENT OF 
COMMERCE 

PATENT AND TRADEMARK OFFICE 



LIST OF P^©I0AT^(8NS CITED BY APPLICANT 
i several sheets if necessary) 

JAN 0 8 7002 £1 



ATTY DOCKET NO 

IVQ-002 



APPLICANT 

Michael R. Hufford et al. 



l4 



09/825,^39,. 



FlUNG DATE 



April 2. 2001 



GROUP 

2171 



% 



n 



(including Author, Title, Date, Pertinent Pages, Etc.) 





D1 




Schwartz JE, et al. "Does trait coping exist? A momentary assessment approach to the 
evaluation of traits" J. Pers. Soc. Psychol. 1999 Aug;77(2):360-9 


/ 

/ 


D2 




Schwartz JE, et al. "Strategies for analyzing ecological momentary assessment data" Health 
Psychol. 1998 Jan;17(1):6-16 




D3 




Shiftman S. "Real-Time Self-Report of Momentary States in the Natural Environment: 
Computerized Ecological Momentary Assessment" The Science of Self-Report: Implicates for 
Research and Practice (A. Stone, et al. eds.) Mahwah, NJ: Lawrence Erlbaum Associates. 
1989; Chapter 16: 277-296 


/ 


D4 




Shiftman, Saul "Assessing Smoking Patterns and Motives" Journal of Consulting and Clinical 
Psychology 1993;61(5):732-742 




D5 




Shiftman S, et al. "Drinking and Smoking: A Field Study of their Association" Annals of 
Behavioral Medicine 1994; 16(3):203-209 




D6 




Shiftman S, et al. "Nicotine withdrawal in chippers and regular smokers: subjective and 
cognitive effects" Health Psychol. 1995 Jul;14(4):301-9 




D7 




Shiftman S, et al. "First lapses to smoking: within-subjects analysis of real-time reports" J. 
Consult Clin. Psychol. 1996 Apr;64(2):366-79 




D8 




Shiftman S, et al. "Progression from a smoking lapse to relapse: prediction from abstinence 
violation effects, nicotine dependence, and lapse characteristics" J. Consult. Clin. Psychol. 1996 
Oct;64(5):993-1002 




D9 




Shiftman S, et al. "Temptations to smoke after quitting: a comparison of lapsers and 
maintainers" Health Psychol. 1996 Nov;15(6):455-61 




D10 




Shiftman S, et al. "A day at a time: predicting smoking lapse from daily urge" J. Abnorm. 
Psychol. 1997 Feb;106(1):104-16 




D11 




Shiftman S, et al. "Remember that? A comparison of real-time versus retrospective recall of 
smoking lapses" J. Consult. Clin. Psychol. 1997 Apr;65(2):292-300 




D12 




Shiftman S, et al. "Individual differences in the context of smoking lapse episodes" Addict 
Behav. 1997 Nov-Dec;22(6):797-811 




D13 




Shiftman S, et al. "The Abstinence Violation Effect Following Smoking Lapses and Temptations" 
Cognitive Therapy and Research 1997; 21(5):497-523 




D14 




Shiftman S, et al. "The effect of bupropion on nicotine craving and withdrawal" 
Psychopharmacology (Berl) 2000 Jan;148(1 ):33-40 




D15 




Shiftman S, et al. "Dynamic effects of self-efficacy on smoking lapse and relapse" Health 
Psychol. 2000 Jul; 19(4):31 5-23 




D16 




Shiftman S, et al. "Comparative efficacy of 24-hour and 16-hour transdermal nicotine patches for 
relief of morning craving" Addiction 2000 Aug;95(8):1 185-95 


/ 


D17 




Stone, AA, et al. "Ecological Momentary Assessment (EMA) in Behavioral Medicine" Annals of 
Behavioral Medicine 1 994; 1 6(3): 1 99-202 




D18 




Stone, AA, et al. "A comparison of coping assessed by ecological momentary assessment and 
retrospective recall" J. Pers. Soc. Psychol. 1998 Jun;74(6):1 670-80 




D19 




Stone, AA, et al. "Ecological Momentary Assessment" Well-being: The foundations of Hedonic 
psychology. Kahneman, Daniel et al. (eds.). Russell Sage Foundation: New York, NY. 1999; 
pp.26-39 


Examiner 


Date Considered 


EXAMINER: 


Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation 
if not in conformance and not considered. Include copy of this form with next communication to applicant. 



Sheet 5 of 5 



ACSIMILE OF FORM PTO-1449 




U.S. DEPARTMENT OF 
COMMERCE 

PATENT AND TRADEMARK OFFICE 



CITED BY APPLICANT 
s if necessary) 



ATTY DOCKET NO 



IVQ-002 



09/825; 



APPUCANT 

Michael R. Hufford et al. 



FILING DATE 

April 2. 2001 



GROUP 

2171 



— 7— 



(including Author, Title, Date, Pertinent Pages, Etc.) 



/ 



/ 



E2 



E3 



E4 



E5 



E6 



F8B0B&: \ et al. "Does the peak-end phenomenon observed in laboratory pain studies apply 
real-world pain in rheumatoid arthritics?" The Journal of Pain Fall 2000;1(3):212-217 



Straka, RJ, et al. "Patient self-reporting of compliance does not correspond with electronic 
monitoring: an evaluation using isosorbide dinitrate as a model drug" Pharmacotherapy 1997 
Jan-Feb; 17(1): 126-32 



Wiesspeiner, G, et al. "Multichannel Ambulatory Monitoring of Circulation Related Biosignals" 
Proceedings. Computers in Cardiology, September 23-26, 1991, Venice, Italy. lEEEComput. 
Soc. Press, Los Alamitos, CA, USA 1991: p.457-60 



Powell, JH "Handhelds aid doctors" Retrieved from the Internet, 
wvm.bostonheraldxom^usiness/technology/palm07Q32000.htm 2000 Jul 3 



Salford Systems "CART® for Windows User's Guide. A Salford Systems Implementation of the 
Original CART Program" 1999:i-v, 1-90, Index 



Tomkies, KK "Taking a New Tack on Clinical Trial Data Collecion: New Internet-based software 
aims to improve data integrity, helping speed data transmission in the process" Retrieved from 
the Internet www.office.com/global/0„53-17789 ? FF.html 2000 May 18 



Examiner 



Date Considered 



EXAMINER: 



Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation 
if not in conformance and not considered. Include copy of this form with next communication to applicant. 



